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Rockville, MD 20857, 419–259–2511, or
John M. Treacy, 301–827–7001, or FDA
Advisory Committee Information Line,
1–800–741–8138 (301–443–0572 in the
Washington, DC area), code 12533.
Please call the Information Line for up-
to-date information on this meeting.
Current information may also be
accessed on the Internet at the FDA
Website ‘‘www.fda.gov’’.

Agenda: On October 14, 1999, the
committee will discuss acute coronary
syndromes.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by October 7, 1999. Oral
presentations from the public will be
scheduled on October 14, 1999, between
approximately 9 a.m. and 10 a.m. Time
allotted for each presentation may be
limited. Those desiring to make formal
oral presentations should notify the
contact person before October 7, 1999,
and submit a brief statement of the
general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time requested to make
their presentation.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: September 13, 1999
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 99–24593 Filed 9–21–99; 8:45 am]
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This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). At least one portion of the
meeting will be closed to the public.

Name of the Committee: Obstetrics
and Gynecology Devices Panel of the
Medical Devices Advisory Committee.

General Function of the Committee:
To provide advice and
recommendations to the agency on
FDA’s regulatory issues.

Date and Time: The meeting will be
held on October 4, 1999, 8 a.m. to 5 p.m.

Location: Parklawn Bldg., conference
rooms D and E, 5600 Fishers Lane,
Rockville, MD.

Contact Person: Elisa D. Harvey,
Center for Devices and Radiological
Health (HFZ–470), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301–594–1180 or
FDA Advisory Committee Information
Hotline, 1–800–741–8138 (301–443–
0572 in the Washington, DC area), code
12524. Please call the Information Line
for up-to-date information on this
meeting.

Agenda: On October 4, 1999, in the
morning session, the committee will
discuss issues for new barrier
contraceptive devices such as premarket
study design, prescription versus over-
the-counter availability, and premarket
versus postmarket studies. The
following current guidance documents
are available as references: (1) ‘‘Testing
Guidance for Male Condoms Made from
New Material,’’ (2) ‘‘Guidance for
Industry: Uniform Contraceptive
Labeling,’’ and (3) ‘‘Premarket Testing
Guidelines for Female Barrier
Contraceptive Devices Also Intended to
Prevent Sexually Transmitted Diseases.’’
Single copies of these guidance
documents are available to the public by
contacting the Division of Small
Manufacturers Assistance (HFZ–220),
Center for Devices and Radiological
Health, Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 1–800–638–2041 or by faxing
your request to 301–443–8818 and
requesting the document by shelf
numbers 455, 1251, and 384,
respectively. They are also available on
the Internet using the World Wide Web
at http://www.fda.gov/cdrh/ode/
oderp455.html, http://www.fda.gov/
cdrh/ode/contrlab.html, and http://
www.fda.gov/cdrh/ode/384.pdf.

In the afternoon session, the
committee will discuss clinical study
requirements for new nonextirpative
methods of treating uterine fibroids.

Procedure: On October 4, 1999, from
9 a.m. to 5 p.m., the meeting is open to
the public. Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by September 27, 1999. Oral
presentations from the public will be
scheduled between approximately 9:30
a.m. and 10 a.m. and between
approximately 1:30 p.m. and 2 p.m.
Time allotted for each presentation may
be limited. Those desiring to make
formal presentations should notify the

contact person before September 27,
1999, and submit a brief statement of
the general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time requested to make
their presentation.

Closed Committee Deliberations: On
October 4, 1999, from 8 a.m. to 9 a.m.,
the meeting will be closed to permit the
committee to hear and review trade
secret and/or confidential commercial
information regarding pending and
future device issues. This portion of the
meeting will be closed to permit
discussion of this information (5 U.S.C.
552b(c)(4)).

FDA regrets that it was unable to
publish this notice 15 days prior to the
October 4, 1999, Obstetrics and
Gynecology Devices Panel of the
Medical Devices Advisory Committee
meeting. Because the agency believes
there is some urgency to bring these
issues to public discussion and
qualified members of the Obstetrics and
Gynecology Devices Panel of the
Medical Devices Advisory Committee
were available at this time, the
Commissioner concluded that it was in
the public interest to hold this meeting
even if there was not sufficient time for
the customary 15-day public notice.
Notice of this meeting is given under the
Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: September 17, 1999.

Linda A. Suydam,

Senior Associate Commissioner.
[FR Doc. 99–24711 Filed 9–17–99; 3:37 pm]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing an
amendment to the notice of meeting of
the Psychopharmacologic Drugs
Advisory Committee. This meeting was
announced in the Federal Register of
August 26, 1999 (64 FR 46687). The
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amendment is being made to cancel the
entire session on October 7, 1999. This
meeting will be open to the public.
There are no other changes.

FOR FURTHER INFORMATION CONTACT:
Sandra L. Titus, Center for Drug
Evaluation and Research (HFD–21),
Food and Drug Administration, 5600
Fishers Lane (for express delivery, 5630
Fishers Lane, rm. 1093) Rockville, MD
20857, 301–827–7001, or e-mail
‘‘tituss@cder.fda.gov’’, or FDA Advisory
Committee Information Line, 1–800–
741–8138 (301–443–0572 in the
Washington, DC area) code 12544.
Please call the Information Line for up-
to-date information on this meeting.

SUPPLEMENTARY INFORMATION: In the
Federal Register of August 26, 1999 (64
FR 46687), FDA announced that a
meeting of the Psychopharmacologic
Drugs Advisory Committee would be
held on October 7 and 8, 1999. On page
46687, beginning in the first column,
the Date and Time, Agenda, and
Procedure portions of this meeting are
amended to read as follows:

Date and Time: The meeting will be
held October 8, 1999, 8 a.m. to 4:30 p.m.

Agenda: On October 8, 1999, the
committee will consider the safety and
efficacy of new drug application 19–
839/S–026, Zoloft, (sertraline
hydrochloride, Pfizer Pharmaceuticals)
proposed to treat posttraumatic stress
disorder.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by October 1, 1999. Oral
presentations from the public will be
scheduled between approximately 1
p.m. and 2 p.m. Time allotted for each
presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before October 1, 1999, and
submit a brief statement of the general
nature of the evidence or arguments
they wish to present, the names and
addresses of proposed participants, and
an indication of the approximate time
requested to make their presentation.

Dated: September 13, 1999.

Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 99–24597 Filed 9–21–99; 8:45 am]
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ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committee: Advisory
Committee on Special Studies Relating
to the Possible Long–Term Health
Effects of Phenoxy Herbicides and
Contaminants (Ranch Hand Advisory
Committee).

General Function of the Committee:
To advise the Secretary and the
Assistant Secretary for Health
concerning its oversight of the conduct
of the Ranch Hand study by the U.S. Air
Force and provide scientific oversight of
the Department of Veterans Affairs (VA)
Army Chemical Corps Vietnam Veterans
Health Study, and other studies in
which the Secretary or the Assistant
Secretary for Health believes
involvement by the committee is
desirable.

Date and Time: The meeting will be
held on October 14 and 15, 1999, 8:30
a.m. to 5 p.m.

Location: Parklawn Bldg., 5600
Fishers Lane, conference rm. K,
Rockville, MD.

Contact Person: Ronald F. Coene,
Food and Drug Administration, 5600
Fishers Lane, rm. 16–53, Rockville, MD
20857, 301–827–6696, or FDA Advisory
Committee Information Line, 1–800–
741–8138 (301–443–0572 in the
Washington, DC area), code 12560.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: The committee will receive
an update from the Department of
Veterans Affairs on the Army Chemical
Corps Vietnam Veterans Health Study
and will continue their review of the Air
Force Health Study-Cycle 5, draft report.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by October 7, 1999. Oral
presentations from the public will be
scheduled on October 15, 1999, between

approximately ll a.m. to 12 m. Time
allotted for each presentation may be
limited. Those desiring to make formal
oral presentations should notify the
contact person before October 7, 1999,
and submit a brief statement of the
general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time requested to make
their presentation.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: September 13, 1999.
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 99–24598 Filed 9–21–99; 8:45 am]
BILLING CODE 4160–01–F
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Emergency Clearance: Public
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Submitted to the Office of Management
and Budget (OMB)

AGENCY: Health Care Financing
Administration, HHS.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, is publishing the
following summary of proposed
collections for public comment.
Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

We are, however, requesting an
emergency review of the Information
collections referenced below. In
compliance with the requirement of
section 3506(c)(2)(A) of the Paperwork
Reduction Act of 1995, we have
submitted to the Office of Management
and Budget (OMB) the following
requirements for emergency review. We
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